
septaber 19, 1973 

Dr.Gersld D,Laubach 
PrSdd85t 
Pf%ser ha. 
235 East 42nd Street 
lprw York, Wee7 Ywk 10017 

Dear Dr. Laubwh, 

I em very grataful to you for takiajg the to r8ply by your latter 
of Augwt 23rd to rg acadm4.e ~mkS,os. 1 rojg the clpparttmfty to 
rud the matedal you sent mg perImps %uevitubly it does wt qtrito go 
tothehurtot theproblam, Mmlytb sh-s of par Cnmmal~SiS 
of the aontfaqgenekas that l drug right face In the emrw of its 
dev8lopmnt. 

The bamauaratie irratlomalitias af the FM proamiuras hm rlit%ted 
such an angry, moriaml rampon m soma of my frieads irr the 
pharmwutiaal ladwtry that I wenderad whatbar thb n8y nut 8lso have 
cloud& their judpsnt l ?nmt m&&kg the mm rffrctlva rrppirical adjustments 
to the rul sitwtion, I vas intsrested in damloping a point of vbtw 
about the poaribh coetu, u wall as wmeivablo banefits, t&t may stem 
from the lest dma& pattern of FDA regulations. To the 0x-t that tha 
indwtry fails to intmmllu the eonstraluts, hovr*rr irratbn8l thy may 
ba, that they my faw ln waking drug l ppzwal thay up aontinw to 
make large invwtmnts ia drwg davalopment tiehew adeqwmly anticipatlsq 
tha aatwl problams they will face In soak&q approval. I WI, simply 
conjecturirys that tUs eight ba a problem, end f was struck by the ramsrk 
attributed to you by gusimss Weak that your own batting amrage st B F<.:/ 1 5 
had bwnranarka?~ly high. If so, thfst2Hnmsansthatyouhmm polic%es I 'r 
for accomodating to the sxietiag systam rrkich are pragmatically more 
succamful than applbs to oth8rs. Om d&t thm ugaa that ths 6iocisl 
cost of the rqulatory fmwwo rk is aplif%od by your less insightful 
colluguest f&lure to m&e the most effickut acaaao&tion to ths real 
world. Your ramark that your “loss of candidates aftrr euqhtim of Pbsse If 
cliakal trials har barn a rerfty” probably does speak to a rsnurkablr degree 
of insight end judgment oil yeur part. This baring tha case, it is easy to 
s#apathire with your focw on irrational delay rather than lnadaqwtaly 
pndictad rafwal as ycmr main problem with the agency. 

Wall, m might all be hopeful that tharu msy ba wme ahanga in the 
texture of the FM's buraawratic promo durfng the currat period. 
Certainly it Is 8 very important policy aonsidsration to focus on the issue 
of bureaucrat&e implmsntation rrttmr than the basic validity of the currant 
law as tha mjor problem that you face. To that extent argrsl#rts lilu those 
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of SamPel~thst9n~htt4 doawayriththaFDAal.to~atherara 
preb8bly r*allymtvQry hekpful. 

Joshw Udmrbar[s 
3?rofwsor of 6slmti.w 


